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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 24 Dec 
2008 and 18 Nov 2008 has been entered. 

This Office Action is responsive to Applicant's Amendment and Remarks AFTER 
FINAL, filed 1 8 Nov 2008, now entered as a matter of right, in which claims 1 , 4 and 5 
are amended to change the scope and breadth of the claim. 

This application is the national stage entry of PCT/EP04/07092, filed 30 Jun 
2004; and claims benefit of foreign priority document EP 0301486.7, filed 30 Jun 2003. 
This foreign priority document is in English. 

Claims 1 and 3-6 are pending. 

Rejections Withdrawn 

Applicant's Amendment, filed 18 Nov 2008, with respect to claim 4 rejected under 
35 USC 112, first paragraph as lacking enablement for the full scope of the claim has 
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been fully considered and is persuasive, as amended claim 4 does not recite preventing 
dyslipidemia. 

This rejection has been withdrawn. 

Applicant's Amendment, filed 18 Nov 2008, with respect to claim 5 rejected under 
35 U.S.C. 102(b) as being anticipated by Lapre et al. (US Patent 5,972,399, issued 26 
Oct 1999, of record) has been fully considered and is persuasive, as Lapre et al. does 
not specifically disclose the acetogenic fibre required by the claim. 

This rejection has been withdrawn. 

Applicant's Amendment, filed 18 Nov 2008, with respect to claims 5 and 6 
rejected under 35 U.S.C. 102(b) as being anticipated by Eliaz (US Patent 6,462,029, 
issued 08 Oct 2002, of record) has been fully considered and is persuasive, as Eliaz 
does not specifically disclose the acetogenic fibre required by the claim. 

This rejection has been withdrawn. 

Applicant's Amendment, filed 18 Nov 2008, with respect to claims 1, 3 and 4 
rejected under 35 U.S.C. 103(a) as being unpatentable over Lapre et al. (US Patent 
5,972,399, issued 26 Oct 1999, of record) in view of Felter et al. (entry for wild carrot, 
King's American Dispensatory, 1898, of record) has been fully considered and is 
persuasive, as Lapre et al. in view of Felter et al. does not specifically teach the 
acetogenic fibre required by the claim. 
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This rejection has been withdrawn. 

Applicant's Amendment, filed 18 Nov 2008, with respect to claims 1 and 3 is 
rejected under 35 U.S.C. 103(a) as being unpatentable over Eliaz (US Patent 
6,462,029, issued 08 Oct 2002, of record) in view of Felter et al. (entry for wild carrot, 
King's American Dispensatory, 1898, of record) has been fully considered and is 
persuasive, as Eliaz in view of Felter et al. does not specifically teach the acetogenic 
fibre required by the claim. 

This rejection has been withdrawn. 

The following are new grounds of rejection upon reconsideration of the claims as 
amended. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 5 and 6 are rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for treating and/or reducing insulin resistance in a 
particular type of patients having reduced insulin sensitivity, does not reasonably 
provide enablement for treating and/or improving insulin resistance in any subject to 
which the instant composition is administered . The specification does not enable any 
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person skilled in the art to which it pertains, or with which it is most nearly connected, to 
use the invention commensurate in scope with these claims. 

The Applicant's attention is drawn to In re Wands, 8 USPQ2d 1400 (CAFC1988) 
at 1404 where the court set forth eight factors to consider when assessing if a 
disclosure would have required undue experimentation. Citing Ex parte Forman, 230 
USPQ 546 (BdApIs 1986) at 547 the court recited eight factors: 

(1 ) The nature of the invention; (2) the state of the prior art; (3) the relative skill of 
those in the art; (4) the predictability or unpredictability of the art; (5) the breadth of the 
claims; (6) the amount of direction or guidance presented; (7) the presence or absence 
of working examples; and (8) the quantity of experimentation necessary. 

Nature of the invention : A method for treating and/or improving insulin resistance 
which comprises administering an effective amount of a composition comprising 
lactulose, soybean fibre, soy fibre or a mixture thereof. No limitation of the subject to 
which said composition is administered is required. 

The state of the prior art : Hoie (US Patent Application Publication 
2003/01 13390, published 19 Jun 2003, cited in PTO-892) closes a composition 
comprising soybean fibres present in an amount of more than 6 weight % of the total 
weight useful for treating type 2 diabetes and/or the metabolic syndrome and the 
method of treating a human or animal therewith (page 22, paragraph 191 and page 31, 
claim 49). 
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Cashmere et al. (US Patent 4,921,877, issued 01 May 1990, cited in PTO-892) 
discloses the administration of soy polysaccharide fiber to treat insulin resistance in 
patients having insulin resistance (column 7, lines 20-40 and 60-65). 

Hermansen et al. (US Patent Application Publication 2003/0060428, published 
27 Mar 2003, cited in PTO-892) discloses a composition comprising stevioside and soy 
fiber for the treatment of the metabolic syndrome administered to female and male 
diabetic patients (page 6, paragraph 99). 

The relative skill of those in the art : The relative skill of those in the art is high. 

The predictability or unpredictability of the art : The sheer number of subjects to 
which the instant composition may be administered means that one skilled in the art 
cannot predict the usefulness for all possible methods of administering an effective 
amount of said composition. Therefore the claimed invention is unpredictable. 

The Breadth of the claims : The scope of the claims is infinite. Any possible 
subject could potentially be used as the target of the administration of the instantly 
claimed method, including subjects having the optimal insulin resistance. The instantly 
claimed method does not require administration to a patient in need of said treatment of 
insulin resistance. 

The amount of direction or guidance presented : The specification speaks 
generally about populations of people exhibiting diseases, such as diabetes. See 
instant PGPub at paragraphs 4-14 and 21 , for example. However, guidance is not given 
for methods of administration of an effective amount of said composition that are not 
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limited to any specific subjects. In contrast, instant claim 1 requires administering to a 
patient having reduced insulin sensitivity. 

The presence or absence of working examples : The only working examples 
provided are for human subjects in need of treatment at examples 1 (obese and insulin 
resistant subjects) and 2 (insulin resistant but have not developed full blown diabetes) 
spanning paragraphs 43-49. 

Note that lack of working examples is a critical factor to be considered, especially 
in a case involving an unpredictable and undeveloped art such as methods for treating 
and/or improving insulin resistance which comprises administering an effective amount 
of a composition that are not limited to any subject of the administration, including 
subjects having no need for improvements to insulin resistance. See MPEP 2164. 

The quantity of experimentation necessary : In order to practice the invention 
with the full range of all possible subjects beyond those known in the art, (such as 
patients in need of treatment such as patient having reduced insulin sensitivity) one 
skilled in the art would undertake a novel and extensive research program into the said 
administration of said composition. Because this research would have to be exhaustive, 
and because it would involve such a wide and unpredictable scope of subjects, it would 
constitute an undue and unpredictable experimental burden. 

Genentech, 108 F.3d at 1366, sates that, "a patent is not a hunting license. It is not a reward for 
search, but compensation for its successful conclusion." And "patent protection is granted in 
return for an enabling disclosure of an invention, not for vague intimations of general ideas that 
may or may not be workable." 

Therefore, in view of the Wands factors, as discussed above, particularly the 
breadth of the claims, Applicants fail to provide information sufficient to practice the 
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claimed invention for all possible methods for treating and/or improving insulin 
resistance which comprises administering an effective amount of a composition that are 
not limited to any subject of the administration. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1, 3, 5 and 6 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Independent claims 1 and 5 recite "improving insulin resistance" in line 1 . Claim 
3 depends from claim 1 and incorporates all limitations therein. Claim 6 depends from 
claim 5 and incorporates all limitations therein. The term "improving insulin resistance" 
is a relative term that renders the claim indefinite because it is unclear whether the 
improvement is to increase insulin resistance, for example an improvement for subjects 
having insulin hypersensitivity, or to decrease insulin resistance. Claim 1 requires 
"administering to a patient having reduced insulin sensitivity" does not necessarily 
require the improvement to be to decrease insulin resistance, as said patient may have 
been treated with an overdose of insulin because of said patient's reduced insulin 
sensitivity and an improvement in that example would be to increase insulin resistance. 
Claim 5 recites no limitation to the subject to which the composition is administered. 
Dependent claim 4 remedies the relative term by specifying increasing insulin 
sensitivity, implicitly requiring reducing insulin resistance. 
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Claims 3 and 6 recite a broad range or limitation together with a narrow range or 
limitation that falls within the broad range or limitation (in the same claim), and are 
considered indefinite, since the resulting claim does not clearly set forth the metes and 
bounds of the patent protection desired. See MPEP § 2173.05(c). Note the explanation 
given by the Board of Patent Appeals and Interferences in Ex parte Wu, 10 
USPQ2d 2031, 2033 (Bd. Pat. App. & Inter. 1989), as to where broad language is 
followed by "such as" and then narrow language. The Board stated that this can render 
a claim indefinite by raising a question or doubt as to whether the feature introduced by 
such language is (a) merely exemplary of the remainder of the claim, and therefore not 
required, or (b) a required feature of the claims. Note also, for example, the decisions 
of Ex parte Steigewald, 131 USPQ 74 (Bd. App. 1961); Ex parte Hall, 83 USPQ 38 (Bd. 
App. 1948); and Ex parte Hasche, 86 USPQ 481 (Bd. App. 1949). In the present 
instance, claim 3 recites the broad recitation "from 0.2 to 90 % by weight", and the claim 
also recites narrower ranges such as "preferably from 0.5 to 50 % by weight" and "most 
preferred about 7 % by weight" which are narrower statements of the range/limitation. 
Claim 6 recites the broad recitation "from 0.1 to 1 .5g per kg body weight", and the claim 
also recites narrower ranges "preferably from 0.3 to 0.8g per kg body weight " and 
"more preferably 0.5g per kg body weight" which are narrower statements of the 
range/limitation. 

Claims 5 and 6 recite a method for treating and/or improving insulin resistance 
which comprises administering an "effective amount" of a composition. The phrase 
"effective amount" renders the claims indefinite for failing to particularly point out and 
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distinctly claim the subject matter because claims 5 and 6 do not require any limitation 
on the subject to which said composition is administered. It is unclear what amount is 
effective to treat and/or improve insulin resistance when administered to a subject 
having the optimal insulin resistance, as the instantly claimed method encompasses 
administration of said composition to a subject having no need for improvement or 
treatment regarding insulin resistance. 

Claims 5 and 6 rejected under 35 U.S.C. 112, second paragraph, as being 
incomplete for omitting essential elements, such omission amounting to a gap between 
the elements. See MPEP § 2172.01 . The omitted elements are: the patient population 
to which the administration of said composition is administered to. This omitted element 
renders the claim indefinite because one of ordinary skill in the art would not be readily 
apprised of the metes and bounds of the instantly claimed method. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Amended claims 1 and 3-6 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Hoie (US Patent Application Publication 2003/01 1 3390, published 19 Jun 
2003, cited in PTO-892). 
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Hoie discloses a composition comprising soybean fibres present in an amount of 
more than 6 weight % of the total weight useful for treating various diseases (abstract), 
meeting limitations of instant claim 3. Hoie discloses said composition useful for 
treating type 2 diabetes and/or the metabolic syndrome (page 1 , paragraph 2), which is 
characterized by insulin resistance and reduced insulin sensitivity (page 4, paragraph 
31), meeting limitations of instant claim 1 . Hoie discloses said composition used for 
increasing insulin sensitivity (page 22, paragraph 191 and page 31, claim 49), meeting 
limitations of instant claims 1 , 4 and 5. Hoie discloses a preferred dosage of soybean 
fibers is about 50 g (page 20, paragraph 178), meeting limitations of instant claim 6. An 
average human male weighs about 100 kg, therefore a dosage of about 50 g is 0.5g per 
kg body weight. 

Amended claims 1 , 3, 5 and 6 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Cashmere et al. (US Patent 4,921,877, issued 01 May 1990, cited in 
PTO-892). 

Cashmere et al. discloses the administration of soy polysaccharide fiber to treat 
insulin resistance (column 7, lines 20-40 and 60-65) by treating insulin response, 
meeting limitations of instant claim 5. Cashmere et al. discloses the patients having 
insulin resistance (column 8, lines 55-60), or reduced insulin sensitivity, meeting 
limitations of instant claim 1 . Cashmere et al. discloses the administration of a 
composition of 500 kcal Diet A, or 500 g Diet A, with 10 g soy polysaccharide (column 7, 
lines 30-35), or a composition that is about 2 % by weight soy fiber, meeting limitations 
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of instant claim 3. Cashmere et al. discloses a 1000 kcal diet formula contains about 
1000 g ingredients (Table 1 spanning columns 3 and 4) used in the approximation 
equating 500 kcal and 500 g stated above. Cashmere et al. discloses the 
administration of 10 g soy polysaccharide fiber to a man or a woman (column 7, lines 
20-25), meeting limitations of instant claim 6. An average man is about 100 kg and an 
average woman is about 75 kg, therefore the soy polysaccharide fiber is administered in 
an amount of about 0.1 or 0.13 g per kg body weight. 

Amended claims 1 and 3-6 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Hermansen et al. (US Patent Application Publication 2003/0060428, 
published 27 Mar 2003, cited in PTO-892). 

Hermansen et al. discloses a composition comprising stevioside and soy fiber for 
the treatment of the metabolic syndrome (abstract). Hermansen et al. discloses 
patients have the metabolic syndrome if they exhibit insulin resistance and reduced 
insulin sensitivity (page 1 , paragraphs 6 and 8). Hermansen et al. discloses the 
administration of 20 g soy cotyledon fibers to female and male diabetic patients (page 6, 
paragraph 99), meeting the limitations of instant claims 1, 5 and 6. An average man is 
about 100 kg and an average woman is about 75 kg, therefore the soy cotyledon fiber is 
administered in an amount of about 0.2 or 0.26 g per kg body weight. Hermansen et al. 
discloses administration of the composition comprising a standard diet and stevioside 
and soy fiber to increase insulin sensitivity (page 7, paragraph 112), meeting limitations 
of instant claim 4. Hermansen et al. discloses the composition comprising 50 g soy 
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protein and 20 g soy cotyledon fibers (page 6, paragraph 99), leading one of skill in the 
art to instantly envision a composition that is about 28 % by weight soy fiber, meeting 
the limitations of instant claim 3. 

Conclusion 

No claim is found to be allowable. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jonathan S. Lau whose telephone number is 571-270- 
3531 . The examiner can normally be reached on Monday - Thursday, 9 am - 4 pm 
EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Shaojia Anna Jiang can be reached on 571-272-0627. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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